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m Instructions for use
Altera® nebuliser handset

‘ — Read these instructions for use carefully and

completely.

1 — Read the instructions for use of the
eFlow®rapid nebuliser system completely before
using for the first time. These contain further important
instructions for the use of the Altera® nebuliser handset,
particularly regarding connection, operation, cleaning
and disinfection.

1 Intended purpose

The Altera® nebuliser handset with an eBase® Controller is intended
to administer Cayston® as an aerosol for inhalation.

2 Indication

The Altera® nebuliser handset is indicated to administer Cayston®
to treat lung infections caused by Pseudomonas aeruginosa in
patients with cystic fibrosis (CF).

3 Contraindication

For the Altera® nebuliser handset no contraindication is known to
PARI Pharma GmbH.

Take note of contraindications of the medicine in the Cayston®
package leaflet.

4 Use of the nebuliser handset

The Altera® nebuliser handset must only be used in accordance
with its intended purpose. For reasons of hygiene and to avoid
cross-infections, the Altera® nebuliser handset must only be used
by one patient.

e Before using for the first time, disassemble and clean the
nebuliser handset including the aerosol head as described in the
instructions for use of the eFlow®rapid nebuliser system.

e Assemble the nebuliser handset as shown in the diagram:
n Open the nebuliser handset.

ﬂ Insert the aerosol head. Do not touch the membrane (the
curved metal surface in the middle of the aerosol head).

[E] Insert the inspiratory valve.

I3 Close the nebuliser handset.
I Attach the mouthpiece.

I Connect the connection cord.
Fill with the medication.

ﬂ Close the medication reservoir.

[l sitin an upright position and relax.
This makes inhaling easier and improves uptake of the medi-
cation in the airways.

Hold the nebuliser handset horizontally all the time while
performing the inhalation. If the handset is tilted, errors in
the dosage may occur.

e Hold the mouthpiece between your teeth and enclose it with your
lips. The lips must not touch the blue expiratory valve.

The inhalation session should last between 2 and 3 minutes. Inha-
lation is ended as soon as no more aerosol is generated.

e Always check the medication reservoir to ensure that the entire
dose of Cayston® has been nebulised.

5 Cleaning and disinfection

The dismantled nebuliser handset (including the aerosol head)
must be cleaned immediately after each use and disinfected at
least once a day (additional information can be found in the instruc-
tions for use of the eFlow®rapid nebuliser system).

6 Replacing the nebuliser handset

Each 28-day pack of Cayston® contains an Altera® nebuliser hand-
set. Use the new nebuliser handset for each treatment cycle.

7 Package contents

One Altera® nebuliser handset with one Altera® aerosol head.
There are no accessories for the Altera® nebuliser handset.

8 Symbols

Medical device

Consult instructions for use

Single patient — Multiple use

Batch code
Iltem number

Serial number

Minimum and maximum ambient temperature
Minimum and maximum atmospheric humidity

Minimum and maximum atmospheric pressure
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CE marking: This product is compliant with the require-
ments set forth in Directive 93/42/EEC (Medical
Devices).

The medical device was distributed commercially after
13 August 2005. This product must not be disposed
of with normal domestic waste. The symbol of a
crossed-through refuse bin indicates that separate
collection is required.
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>

9 Service and contact

In case of technical problems or questions about the device, please
contact your service partner. The contact addresses of your respon-
sible service partners as well as a digital version of your Altera®
instructions for use can be found at www.pari.com/altera.

Aerosol data is available from PARI Pharma upon request.

We reserve the right to make technical changes.
Information as of: 2020-12
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Kl 03nyieg xprioews
ExvepwTng XeIpog Altera®

‘ — AiaBaoTe TPOTEKTIKA QUTEG TIS 00NYiES XPHOEWS.

1 — [piv amré v mpwrn xpnon, ueAetnore nic 0dnyisg
Xxprioswg Tou eFlow®rapid nebuliser system. [Nepié-
XOUV ONUAVTIKES CUUTTANPWUATIKES TTANPOQYOPIES yia TN
XPraon Tou ekvepwrth xeipog Altera® 1diaitepa o€ oxéon
e TN auvoeon, TN Asitoupyia, Tov kaBapioud kai TV
arroAuuavor Tou.

1 MpoBAemdpevn XpRon

O ekve@WwTAG XeIpos Altera® pe povada eBase® Controller Trpoopide-
Ta1 yia TN Xopriynon Cayston® wg agpoAUpaToG EICTIVORAG.

2 Evosigeig

O ekve@WTAG XeIPOg Altera® Trpoopidetal yia Tn xopriynon Cayston®
yla Tn BepaTreia TwV TIVEUPOVIKWY AoIJwEewv atrd Pseu-
domonas aeruginosa o€ a0BgvEiG ue KUOTIKA ivwan.

3 Avrevoeigeig

Agv UTTAPXOUV YVWOTEG OVTEVOEIEEIS VIO TOV EKVEQWTH| XEIPOG
Altera® 1ng PARI Pharma GmbH.

Na&BeTe UTTOWN TIG avTeVOEILEIS TOU QapudKkou aTo GUAAO 0dnyIwv
Tou Cayston®.

4 XpAon Tou EKVEQWTH XEIPOG

O ekve@wTng XeIPOG Altera® Ba TTpETTEl va XPNOIPOTIOIEITAl HOVO
oUpgwva pe TNV TTPpoRAeTTOEVN XPprion. MNa Adyoug uyIeIvig Kai yia
TNV TTPOANWN HOAUVOEWY, O EKVEQWTAG XEIPOG Altera® Ba TTpéTrel va
XPNOIMOTTOIEITAl ATTOKAEIOTIKG aTTd £vav acBevh.

e ATTOOUVOPUOAOYNOTE Kal KABOPIoTE TOV EKVEQPWTH XEIPOG
KOBWG Kal TN YEVVATPIA AgPOAUNATOG TTPIV OTTO TNV TTPWTN
XPNon, OTTwG TTEPIYPAPETAIl OTIG 0dNYiEG XPNOEWS TOU
eFlow®rapid nebuliser system.

e YuvappoloynaTe Eava Tov EKVEQWTA XEIPOG CUPPWVA PE TNV
gIKova:

1] AvO0igTe TOV EKVEQWTH XEIPOG.

A TomobetrioTe TN yevwATpIa aepoAUpaToc. Mnv ayyileTe Tn
HepBpPAvn (KupTh HETAAAIKA EMIQAVEIA OTO KEVTPO TNG
YEVVATPIOG agEPOAUHATOG).

X TomobetrioTe T BaABida €I0TIVONC.

I3 KAcioTe Tov ekveQwTH XEIPOC.

I TomobetAoTE TO £TIOTOMIO.

A suvséote To KaAwdio GUVSEDNC.

MPOCBETTE TO PAPHAKO.

FJ Kigiote 10 doxeio apuaKou.

EX KaBioTe pe Tov kopHO o€ XaAapr Kai 6pBia Béon.

‘ET01 S1guKOAUVETQI N €10TTVON KOl BEATILOVETAI N £i0000G TOU
(POPUAKOU OTIG AVOTTVEUOTIKEG 0B0UG.

Kpatdre Tov eKVEQWTH XEIPOG OpICOVTIa KaB' 6An Tn
OIGPKEIO TWV EI0TTVOWY. To KPATNUA UTTO KAiON PTTOPET va
odnynoel ae Aavbacouévn dogoAoyia.

e TOTTOBETAOTE TO ETTIOTOUIO AVAPETA OTA BOVTIO 0AG KAl KAEIOTE
Ta XeiAn. Ta xeiAn dev TTpétrel va ayyifouv Tnv PTTAE BaABida
EKTTVONG.

H Bepatreia pe e10TTVOEG TTPETTEN va OIAPKET 2 £wg 3 AETTTA.

H Bepatreia pe e10TTVOEG TEAEIWVEI JOAIG OTAPATATEI N TTAPAYWYR

aEPOAUPATOG.

o EAE&yxeTe TTAVTA TO SOXEIO PAPUAKOU IO VO BIACPONICETE OTI EXEI
vepeAoTToinBei oAdkAnpn n déon Tou Cayston®.

5 KaBapiopédg kai atroAuuavon

O oTmoouvapuoAOynNUEVOG EKVEQWTNG XEIPOG (KOBWG Kal n YeEVVN-
TpIa agpoAUpaTog) Ba TTpéTTel va kabapileTal auéowg PHETA aTrd
KABE xprion Kal va atroAupaiveTal TOUAAXIGTOV Wia @opd TNV nuépa.
(MepioodTEPEG TTANPOPOPIEG PTTOPEITE VO BPEiTE OTIG 0dNYieS XPN-
oewg Tou eFlow®rapid nebuliser system.)

6 AVTIKOTAOTAOT TOU EKVEQWTA XEIPOG

KaBe ouokeuaoia Cayston® BepaTreiag 28 nUEPWV TTEPIEXEI Evav
EKVEQWTN XEIPOG Altera®. XpnoIUOTIOIEITE TOV VEO EKVEQWTH XEIPOG
yla KGB¢e KUKAO BepaTreiag.

7 TMepieX6peva CUOKEUATIOG

‘Evag ekve@WTAG XeIpog Altera® kai pia yevvhTpia agpoAlpaTog

Altera®.
O ekveWTAG xeIpog Altera® dev €xel BonBNTIKG £€apTApaTa.

8 ZUupoAa
laTtpoTtexvoAoyiké TTpoidv

@ Tnpeite TIG 0dnyieg Xproewg

Ma évav aogBevr) — TTOANATTAEG XpAOEIg

Kwdikog TapTidag
Kwdikag €idoug
Ap1Bu6G oeIpag

EAGyioTn kol péyioTtn Beppokpaaia epIBAAAOVTOG

EAdx10Tn Kal Péyiotn uypacia aépa

®<gFF®

EAdGx10TN Kal €yioTn aToo@aIpIKN TTiEon
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m
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ZAupavon CE: To mapdv TTpoidv TTANPOI TIG aTTaITH-
o€ig TG Odnyiag 93/42/EOK (Trepi 10TPOTEXVOAOYIKWV
TTPOIOVTWV).

To 1aTPOTEXVOAOYIKO TTPOIOV KUKAOPOPNOE META TN

13n AuyouoTou 2005. Aev emITPETTETAI N ATTOPPIYN
TOU TTPOIOVTOG padi pe Ta GUVAON OIKIOKA aTTOPPil-
parta. To gUuBoAo Tou diaypapPEVOU KABOU ATTOPPIN-
MATWV uTTodNAWVEl TNV avaykn dlaxwpeIiguou aTrd Ta
UTTOAOITTO OTTOPPIPMATA.
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Mpoooxn
KataokeuaoTAg

Huepopnvia kataokeung

LEP

9 TexVIKA UTTOOTAPISN Kal ETTIKOIVWViA

2€ TIEPITITWAON TEXVIKWY TTPORANUATWY A ATTOPIWY OXETIKA WE TN
OUOKEUN, OTTEUBUVOEITE OTOV TOTTIKO CUVEPYATN TEXVIKAG UTTOOTH-
pIENG. Ta oToIXEIO ETTIKOIVWVIOG TOU app6dIou GUVEPYATN TEXVIKAG
UTTOOTAPIENG KABWG Kal pia wnelakn €kdoan Twv 0dnyIWV XPATEWS
Tou Altera® raparifsvTal otn dieUBuvon www.pari.com/altera.

Aedopéva OXETIKA JE TO AEPOAUNA UTTOPEITE VO AABETE KATOTTIV
airiuatog améd tnv PARI Pharma.

Me Tnv €mQUAAEN TEXVIKWY OAAAYWV.
TeAeuTaia evnuépwon: 2020-12
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m Bruksanvisning for
Altera® forstover

. — Les bruksanvisningen ngye.

1 — Les bruksanvisningen til eFlow® rapid nebuliser
system fgr du tar det i bruk. Der finner du viktig til-
leggsinformasjon om bruken av Altera® forstgvere,
spesielt om tilkoblinger og funksjoner, rengj@ring og
desinfeksjon.

1 Bruksomrade

Altera® forstaver med en eBase® Controller skal brukes til adminis-
trering av Cayston® i form av aerosol til inhalasjon.

2 Anvendelsesomrade

Altera® forstagver brukes til administrering av Cayston® til behand-
ling av lungeinfeksjoner forarsaket av Pseudomonas aeruginosa
hos cystisk fibrose-pasienter.

3 Kontraindikasjoner

PARI Pharma GmbH er ikke kjent med at det foreligger kontraindi-
kasjoner for Altera® forstgvere.

Ta hensyn til kontraindikasjonene for Cayston® i pakningsvedlegget
til medikamentet.

4 Slik bruker du forstgveren

Altera® forstaver ma bare brukes slik den er tiltenkt. Av hygieniske
arsaker, og for & unnga smittefare, skal Altera® forstever brukes
kun av én person.

e Demonter og rengjer forstaveren inkludert aerosolgenererings-
delen fgr den tas i bruk som beskrevet i bruksanvisningen til
eFlow®rapid nebuliser system.

e Monter forsteveren som vist i illustrasjonen.

EX Apne forstgveren.

A sett inn aerosolgenereringsdelen. Ikke bergr membranen,
dvs. den krumme metallflaten midt i aerosol-
genereringsdelen.

[E] Sett inn inspirasjonsventilen.

I3 Lukk forsteveren.

I Sett pa munnstykket.

ﬂ Koble til forstaverkabelen.

Fyll pa medikamentet.

ﬂ Lukk medikamentbeholderen.

[E) sitt avslappet og rett i ryggen.
Det gjgr inhalasjonen enklere, og gir bedre deponering av
medikamentet i luftveiene.

Hold forstgveren vannrett under hele inhalasjonen. Hvis
forstgveren holdes skjevt, kan doseringen bli ungyaktig.

e Plasser munnstykket mellom tennene, og lukk leppene
rundt munnstykket. Leppene skal ikke bergre den bla
ekspirasjonsventilen.

Inhalasjonsbehandlingen skal ta mellom 2 og 3 minutter. Nar det
ikke lenger genereres mer aerosol, er inhalasjonen ferdig.

¢ Se alltid etter i medikamentbeholderen om hele dosen med
Cayston® har blitt forstavet.

5 Rengjoring og desinfeksjon

Den demonterte forstgveren (inkl. aerosolgenereringsdelen) ma

rengjeres umiddelbart etter hver bruk og desinfiseres minst én

gang per dag. Du finner mer informasjon i bruksanvisningen til

eFlow®rapid nebuliser system.

6 Skifte ut forsteveren

Hver pakke Cayston® til 28 dagers bruk inneholder en

Altera® forstgver. Bruk en ny forstever for hver behandlingsperiode.

7 Pakningsinnhold

En Altera® forstgver og en Altera® aerosolgenereringsdel.

Det finnes ikke noe tilbehgr til Altera® forstaver.

8 Symboler

Medisinsk utstyr

Folg bruksanvisningen

D 3

Samme pasient — flergangsbruk

)

Lotkode
Bestillingsnummer

Serienummer

Laveste og hgyeste omgivelsestemperatur
Laveste og hgyeste luftfuktighet

Laveste og hgyeste lufttrykk

R SRIPIENE
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CE-merking: Produktet oppfyller kravene i direktiv 93/42/
EF (medisinsk utstyr).

Dette medisinske utstyret er markedsfart etter

13. august 2005. Produktet ma ikke kastes sammen
med vanlig husholdningsavfall. Symbolet som viser
en overkrysset avfallsbeholder pa hjul, angir at dette
produktet omfattes av kildesortering.

1

>

OBS!

9 Service- og kontaktinformasjon

Ved tekniske problemer eller spgrsmal som gjelder produktet,
kontakt ditt neermeste servicekontor. Kontaktinformasjonen til ditt
servicekontor samt den digitale versjonen av bruksanvisningen til
Altera® finner du pa www.pari.com/altera.

Aerosoldata kan fas fra PARI Pharma pa foresparsel.

Med forbehold om tekniske endringer.
Informasjonsstatus: 2020-12

m Manual de instrugoes
nebulizador Altera®

. — Leia atentamente este manual de instrugées.

1 — Leia a totalidade do manual de instrugées do
eFlow®rapid nebuliser system antes da primeira
utilizagdo. Nele estéao contidas indicagbes importantes
adicionais para a utilizagdo do nebulizador Altera®,
em particular para a ligagdo, a operagéo, a limpeza
e desinfegéo.

1 Indicagoes de uso

O nebulizador Altera® com um eBase® Controller destina-se a ser
utilizado para administrar o aerossol Cayston® para inalagao.

2 Campos de aplicacao

O nebulizador Altera® destina-se a administracdo de Cayston® para
tratamento de infecdes pulmonares devido a Pseudomonas aerugi-
nosa em pacientes com fibrose cistica.

3 Contraindicacgao

A PARI Pharma GmbH n&o conhece qualquer contraindicagao para
o nebulizador Altera®.

Respeite as contraindicagdes do medicamento no folheto que
acompanha o medicamento Cayston®.

4 Utilizagao do nebulizador

O nebulizador Altera® s6 pode ser utilizado em conformidade com
as suas indicagdes de uso. Por motivos de higiene e para evitar
infegdes cruzadas, o nebulizador Altera® s6 pode ser utilizado por
um paciente.
¢ Desmonte e limpe o nebulizador, incluindo o gerador de
aerossol, antes da primeira utilizagdo conforme descrito no
manual de instrugdes para o eFlow®rapid nebuliser system.
¢ Monte o nebulizador de acordo com a figura:
[EB Abra o nebulizador.

2 | Coloque o gerador de aerossol. Ndo toque na membrana
(parte metalica curva no centro do gerador de aerossol).

3] Coloque a valvula de inspiragéo.

I Feche o nebulizador.

I Encaixe o bocal.

ﬂ Ligue o cabo do nebulizador.

Introduza o medicamento.

[El Feche o reservatério de medicamentos.

) sente-se numa posicéo vertical e descontraia.
Isso facilita a inalagéo e melhora a rece¢cdo do medicamento
nas vias respiratorias.

Segure o nebulizador sempre na horizontal enquanto esti-
ver a efetuar a inalagdo. Se o nebulizador estiver inclinado
podem ocorrer erros na dosagem.

e Segure o bocal entre os dentes e envolva-o com os labios. Os
labios ndo devem tocar na valvula de expiragéo azul.

Ainalagéo deve demorar entre 2 e 3 minutos. A inalagao é termi-
nada assim que deixar de ser gerado aerossol.

e Verifique sempre o reservatério de medicamentos para garantir
que foi nebulizada a dose completa de Cayston®.
5 Limpeza e desinfecao

O nebulizador (incl. gerador de aerossol) tem de ser limpo imedia-
tamente apds cada utilizagéo e desinfetado pelo menos uma vez
por dia (encontrara mais informagdes no manual de instrugcées
para o eFlow®rapid nebuliser system).

6 Substituicao do nebulizador

Cada embalagem de Cayston® para 28 dias contém um
nebulizador Altera®. Utilize o novo nebulizador para cada ciclo
de terapia.

7 Conteudo da embalagem

Um nebulizador Altera® com um gerador de aerossol Altera®.
Nao ha acessoérios para o nebulizador Altera®.

8 Simbolos
Dispositivo médico

@ Respeitar o manual de instruges

@) UM Unico paciente — Varias utilizacdes

Numero de lote
Numero de artigo

NuUmero de série

Temperaturas ambiente minima e maxima
Humidade atmosférica minima e maxima

Pressao atmosférica minima e maxima

[OROXE]

n

m
o
B

Marcacao CE: este produto esta em conformidade

com os requisitos estabelecidos na Diretiva 93/42/CEE
(Dispositivos Médicos).

O dispositivo médico comegou a ser comercialmente
distribuido apds 13 de agosto de 2005. Este produto
nao pode ser eliminado juntamente com o lixo
doméstico normal. O simbolo do caixote do lixo com
um trago por cima remete para a necessidade de sepa-
rar os lixos.

Cuidado

154

Fabricante

Data de fabrico

LEP

9 Assisténcia técnica e contacto

Em caso de problemas técnicos ou perguntas sobre o disposi-
tivo, entre em contacto com o seu revendedor. Os enderegos de
contacto do seu revendedor, bem como uma versao digital do
manual de instrugdes do Altera® podem ser encontrados em
www.pari.com/altera.

As caracteristicas do aerossol podem ser pedidas a PARI Pharma.

Reservamo-nos o direito a efetuar alteragdes técnicas.
Data da informacéo 2020-12

I PykoBoacTBo no akcnnyarauum
HebGynansepa Altera®

. — Hacmosiwee pykosoOcmeo no akcrsyamayuu O0/mKHO
XpaHumbcsi 8 Ha0EXHOM Mecme.

1 — [lonHocmsto npoyumatlime pPyKoe8odcmeo o 3KCIy-
amayuu cucmembi eFlow®rapid nebuliser system
reped nepebimM ucronb3o8aHueM. B Hem codepxxamcsi
8aXkHble OOMoIHUMerbHbIE yKa3aHus 1o UCrosb306a-
Huto Hebynalizepa Altera®, 8 yacmHocmu, o e2o nood-
KITKYeHUU, KCrIyamayuu, o4ucmke u 0e3uHgekyuu.

1 HasHauyeHue

Hebynaisep Altera® c eBase® Controller npegHasHaueH ansi npu-
ema nekapctsa Cayston® B Buae aspo3ons Ans uHransumm.

2 [MokasaHusna

Hebynaiizep Altera® npegHasHayeH Ans npvema nekapcrea
Cayston® ¢ uenbto neveHnss MHPEKLMOHHBIX 3a6oneBaHuii
nerkux, Bbl3BaHHbIX Pseudomonas aeruginosa 'y 60nbHbIX
MYKOBUCLI030M.

3 [lportuBonokasaHus

Komnanum PARI Pharma GmbH HeunsBecTHbI NpOTUBOMNOKa3aHus,
oTHocsWwumecs kK HeGynansepy Altera®.

Heobxoanmo yunTbiBaTh NPOTMBOMNOKA3aHWs, ONMCaHHbIE BO BKIa-
Oblwe B ynakoBke Cayston®.

4 WUcnonb3oBaHue HebOynansepa

Hebynaiizep Altera® paspeluaeTcs MCNonb30BaTh TOMbKO COrMacHo
€ero HasHauveHuo. /13 coobpaxeHuii rurmeHbl U Bo n3bexaHve
nHdekuun Hebynasep Altera® paspeluaeTcs UCMOSb30BaTh TOMBKO
OOHOMY NaLMEHTY.

e [lepen nepBbIM MCNOMNb30BaHWEM criedyeT pasobpatb
1 NMPOMbITb HEDYNan3ep, BKIYas reHepaTop a3po3orns,
KaK ornncaHo B PyKOBOACTBE MO 3KCMIyaTaumm cucTembl
eFlow®rapid nebuliser system.
e CobepuTe Hebynansep CornacHO PUCYHKY:
[El OTkpoiite Hebynaiizep.
A BcraBsTe reHepatop asposons. He npukacaiitech
K MeMbpaHe (BbINyKINon MeTannnyeckon NoBepxXHOCTU
B LIEHTpe reHepaTtopa aspo30sisi).
ﬂ BcTaBbTe BAbIxaTenbHbIA KnanaH.
I3 3akpoiite Hebynaiizep.
3 YcraHosuTe MyHAWTYK.
I3 Noacoeantnte kabenb Hebynansepa.
3anenTe nekapcreo.
[E 3akpoiite emkocTb Anst nekapcTaa.
El Cagsre npsiMo, paccrabbrech.
3710 obneryaet Npouecc MHransumMm 1 yny4yaert nocrynne-
HMe nekapcTBa B AblXaTernbHble NyTy.

Bcerga pepxute Hebynansep B BEPTUKANbHOM MONOXEHUN
B TeYeHune Bcen npouenypbl. B cnyyae ero HaknoHa Bos-
MOXXHO HernpaBuIlbHOE 403VMPOBaHUE fekapcTaa.

e PasmecTuTe MyHALWTYK MeXAy 3y6oB 1 06xBaTuTe ero ryéamu.
MyGbl He [OMKHbI conpuKacaTbCsl C roflyobIM BblAbIXaTenbHbIM
KnanaHoM.

[OnnTenbHOCTb MHranALUMN J0MKHa COCTaBMNATL OKOMO 2—3 MUHYT.

MHranaumsa cuMtaeTtcs 3aBeplleHHO, ecrniv 6onblie He co3naeTtcs

aspo30rb.

e Bceraa npoBepsiiTe eMKOCTb AN NnekapcTea, YTobbl y6eamuTbes
B TOM, 4TO Gbina ncnonb3oBaHa BcA gosa Cayston®.

5 Yuctka u ge3uHdpekuun

Pa3obpaHHbIn Hebynanaep (Bkntoyas reHepaTop aspo3ons) Heob-
XOOMMO BbIMbITb Cpa3y Nocie UCMOoMb30BaHNA U Ae3nHULMPoBaThL
He pexe OfHOro pasa B AeHb (ANs NosyYeHns AOMNONHUTENb-

HOM MH(OpPMaLMK CM. PYKOBOACTBO MO 3KChMyaTauum CUCTEMbI
eFlow®rapid nebuliser system).

6 3ameHa HebGynamsepa

Kaxxgas ynakoBka Cayston®, paccuntaHHasi Ha 28 OHEW, COaepXuT
Hebynaisep Altera®. Micnonb3ayiiTe HOBbIV Hebynansep Ans Kax-
[JOro LuKna nedyeHus.

7 Copepxnmoe ynakoBKU

Hebynarnzep Altera® c reHepaTtopom aspo3sons Altera®.
[ononHutenbHble akceccyapbl Anga Hebynansepa
Altera® oTcyTCTBYHOT.

8 CumBonbl

MeauuuHckoe nsaenve

CobniogaTtb pyKOBOACTBO MO 9KCMyaTaumm

[lns ogHoro naumeHTa, BO3MOXXHO MHOTOKpaTHOE
ncnonb3oBaHmne

HaumeHoBaHve naptun
ApTUKYNbHBIN HOMEP

CepuiiHblli Homep

MWH. 1 Makc. TeMnepaTypa oKpy)xatoLen cpeabl

MWH. n makc. oTHOoCUTENbHasA BAAXHOCTb BO3ayXa

DR <EHE=D D

MwuH. n makc. gaBsneHue BO3Oyxa
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m
o
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Mapkuposka CE: naHHoe nsaenve cooTBeTCTBYET Tpe-
6oBaHuam [dupektuebl 93/42/EEC

(MeanumHCcKkne n3genus).

[laHHOe MeamumMHCKoe n3aenve NponsBoanTCsa nocne
13 aBrycta 2005 r. 3anpelyjaeTtca yTunusnposaTb
usgenve BMecTe ¢ 06bIYHbIM ObLITOBLIM MyCOPOM.
CuvMBOn nepevepKkHyTOro KoHTeriHepa Ansg mycopa
yKasblBaeT Ha HeobxoanMoCTb pasfenbHoro cbopa ang
yTUnusauuu.

15

OcTopOoXKHO

Mpownssogutenes

&I [ara Bbinycka

9 CepBuC U KOHTaKTHaA uHdopmauusa

B cnyyae TexHu4ecknx npobnem unm BonpocoB OTHOCUTENBHO
yCTpoWCTBa obpaTnTech K CepBUCHOMY napTHepy. KOHTaKkTHbIe
AaHHbIE COOTBETCTBYIOLLIETO CEPBUCHOIO NapTHepa, a Takke
LndpoBY0 BEPCUIO PYKOBOACTBA NO aKcnnyaTtauum Hebynarsepa
Altera® MOXHO HaWTK No agpecy www.pari.com/altera.

ED>

NHpopmaLmsa o xapakTepmcTukax aspo3ons npefocTaBnsercs
komnaHuen PARI Pharma no 3anpocy.

B03MOXHbI TEXHUYECKNE N3MEHEHUSI.
MHdopmaums coctosiHnem Ha: 2020-12

m Navodila za uporabo prsSilnika
Altera®

— Natancno preberite navodila za uporabo.

1 — Pred prvo uporabo preberite Navodila za uporabo
sistema eFlow®rapid nebuliser system. Navodila
vsebujejo dodatne pomembne informacije o uporabi
prsilnika Altera®, zlasti o prikljucitvi, delovanju, ¢iséenju
in razkuZevanju.

1 Predvideni namen

Prsilnik Altera® z eBase® Controller je namenjen odmerjanju
zdravila Cayston® v obliki prsila za vdihavanje.

2 Indikacije

Prsilnik Altera® je predviden za odmerjanje zdravila Cayston® za
zdravljenje pljunih okuzb, ki jih povzro€a bakterija Pseudomonas
aeruginosa pri bolnikih s cisti¢no fibrozo.

3 Kontraindikacije

Pri podjetju PARI Pharma GmbH niso znane nikakrSne kontraindi-
kacije za prsilnik Altera®.

Upostevajte kontraindikacije, navedene v navodilih za uporabo
zdravila Cayston®.

4 Uporaba prsilnika

Prsilnik Altera® je dovoljeno uporabljati samo za predvideni namen.
Zaradi higienskih razlogov in preprecevanja okuzb lahko prSilnik
Altera® uporablja samo en bolnik.

e Pred prvo uporabo razstavite in ocistite prsilnik, vklju¢no
s proizvajalcem aerosola, kot je opisano v navodilih za uporabo
sistema eFlow®rapid nebuliser system.

¢ PrSilnik sestavite tako, kot je prikazano na slikah:

[EN Odprite prilnik.

F3 vstavite proizvajalec aerosola. Ne dotikajte se membrane
(upognjena kovinska povrsina na sredini proizvajalca
aerosola).

ﬂ Vstavite inspiracijski ventil.

A Zaprite prsilnik.

3 Namestite ustnik.

I Prikljugite kabel prsilnika.

Vstavite zdravilo.

] Zaprite posodo za zdravilo.

£ Sedite sproséeno in vzravnano.

To olajSa inhalacijo in izboljSa dovajanje zdravila v dihalne
poti.

Med inhalacijo drzite prsilnik ves ¢as vodoravno. Ce prsil-
nik drzite nagnjeno, lahko pride do napak pri odmerjanju.

e Drzite ustnik med zobmi in ga obdajte z ustnicami. Z ustnicami
se ne smete dotikati modrega ekspiracijskega ventila.

Inhalacija naj traja 2 do 3 minute. Inhalacija se konca takoj, ko se

aerosol preneha proizvajati.

e \edno preverite posodo za zdravilo in se prepricajte, da je bil
razprsen celoten odmerek zdravila Cayston®.

5 Ciséenje in razkuzevanje

Razstavljeni prsilnik (vkljuéno s proizvajalcem aerosola) je
treba takoj po uporabi ocistiti in vsaj enkrat dnevno razkuziti
(dodatne informacije najdete v navodilih za uporabo sistema
eFlow®rapid nebuliser system).

6 Zamenjava prsilnika

Vsako pakiranje zdravila Cayston® za 28 dni vsebuje en prsilnik
Altera®. Za vsak cikel zdravljenja uporabite nov prsilnik.

7 Vsebina pakiranja

Prsilnik Altera® in proizvajalec aerosola Altera®.

Za prsilnik Altera® ni dodatne opreme.

8 Simboli

Medicinski pripomocek

Upostevaijte navodila za uporabo

@) En sam bolnik — ve¢kratna uporaba
LOT| Serijska Stevilka

Stevilka izdelka

Stevilka serije

Minimalne in maksimalne temperature okolice
Minimalna in maksimalna zra¢na vlaga

Minimalni in maksimalni zra¢ni tlak

[OR X E]E]
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Oznaka CE: Ta izdelek izpolnjuje zahteve

direktive 93/42/EGS (medicinski pripomocki).
Medicinski pripomocek je bil dan na trg po

13. avgustu 2005. Tega izdelka ni dovoljeno odvreci
med obicajne gospodinjske odpadke. Simbol
preCrtanega smetnjaka opozarja na nujnost lo¢evanja
odpadkov.

I

Previdno

Proizvajalec

LEP

Datum proizvodnje

9 Servis in stik

V primeru tehni¢nih tezav ali vprasanj o pripomocku se obrnite

na svojega servisnega partnerja. Podatke za stik s pristojnim
servisnim partnerjem in navodila za uporabo sistema Altera®

v digitalni obliki najdete na spletnem mestu www.pari.com/altera.

Podatki o aerosolu so na voljo pri podjetju PARI Pharma.

Pridrzujemo si pravico do tehni¢nih sprememb.
Stanje informacij: 2020-12



